Express Mail. No.: EV452775078US 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Application of: Oshlack et al. 



Confirmation No.: 



7929 



Serial No.: 



10/809,766 



Art Unit: 



1617 



Filed: 



March 24, 2004 



Examiner: Edward J. Webman 



For: 



CONTROLLED RELEASE 
OXYCODONE COMPOSITIONS 



Attorney Docket No.: 305 158-999274 

(6750-276-999) 



INFORMATION DISCLOSURE STATEMENT 



Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, V A 22313-1450 



Sir: 



In accordance with the duty of disclosure provisions of 37 C.F.R. § 1 .56, there is hereby 
provided certain information which the Examiner may consider material to the examination of the 
subject U.S. patent application. It is requested that the Examiner make this information of record if it 
is deemed material to the examination of the application. 

Enclosure accompanying this Information Disclosure Statement is a List of References Cited 
by Applicants (References A01-A119; B01-B78; and C01-C256). 

This application is a continuation application under 37 C.F.R. § 1 .53(b) or (d). Copies of the 
above references were submitted by Applicants and/or cited by the Examiner in prior Application 
Nos. 10/706,496, filed November 12, 2003; 10/163,484, filed June 5, 2002; 09/933,41 1, filed August 
20, 2001; 09/784,888, filed February 16, 200 1 ; 09/48 1 ,909, filed January 12, 2000; 08/909,328, filed 
August 1 1, 1997; 08/618,344, filed March 19, 1996, now Patent No. 5,656,295; 08/081,302, filed 
June 18, 1993, now Patent No. 5,549,912; and 07/800,549, filed November 21, 1991, now Patent No. 
5,266,331, to all of which this application claims priority under 35 U.S.C. §120. Hence, copies of the 
List of References Cited by Applicants in this Information Disclosure Statement are not being 
submitted pursuant to 37 C.F.R. § 1 .98(d). However, should the Examiner request copies of the 
references, Applicants would be happy to provide them. 



04/20/2005 AAD0F01 00000002 503013 106097GG 
01 FC:1806 180.00 DA 



- 1 - 



NYJD: 1567216.1 



This Information Disclosure Statement is filed under 37 C.F.R. § 1.97(c) after the period 
specified in 37 C.F.R § 1.97(b), but before the mailing date of a final action under 37 C.F.R. §1.1 13, a 
notice of allowance under 37 C.F.R. §1.31 1 or an action that otherwise closes prosecution in the 
application. The Commissioner is hereby authorized to charge the $180.00 fee set forth in 37 C.F.R. 
§1.17(p) and any other fees that may be due in connection with this filing to Jones Day Deposit 
Account No. 50-3013. A copy of this sheet is enclosed. 

No admission is made that the information cited in this Statement is, or is considered to be, 
material to patentability and no representation is made that a search has been made. 37 C.F.R. 



§§ 1.97(g) and (h). 



Respectfully submitted, 



Date: 



April 14, 2005 




31,636 



(Reg. 
No.) 



222 East 4 1st Street 

New York, New York 10017 

(212) 326-3939 



Enclosures 



-2- 



NYJD: 1567216.1 



/^XP^'N. Sheet 1 of 13 of List of References 
O for Application No. 10/809,766 











ATTY DOCKET NO. 

305158-999274 


APPLICATION NO. 


^ ^/ 


(6750-276-999) 


10/809,766 


(Use several sheets if necessary) 


APPLICANT 

Oshlack et al. 




FILING DATE 


GROUP 




March 24, 2004 


1617 



U.S. PATENT DOCUMENTS 



♦EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 
IF APPROPRIATE 




A01 


2,738,303 


03/13/1956 


Blythe 










AO? 


2,921,883 


01/19/1960 


Reese et al. 












3,082,154 


03/19/1963 


Allan 










A04 


3,458,622 


07/29/1969 


Hill 










AOS 


3,492,397 


01/27/1970 


Peters et aL 










AOfi 


3,634,584 


01/11/1972 


Poole 










A07 


3,773,920 


11/20/1973 


Nakamoto et al. 










AOS 


3,845,770 


11/05/1974 


Theeuwes et al. 










AOQ 


3,870,790 


03/11/1975 


Lowey et al. 










A 10 


3,916,899 


1 1/04/1975 


Theeuwes et al. 










A 1 1 


3,965,256 


06/22/1976 


Leslie 










Al? 


3,922,339 


11/25/1975 


Shear 










A13 


4,063,064 


12/13/1977 


Saunders et al. 










A \A 
/Alt 


4,088,864 


05/09/1978 


Theeuwes et al. 










A 1 S 


4,132,753 


01/02/1979 


Blichare al. 










A 1 6 


4,235,870 


11/15/1980 


Leslie 










A17 


4,259,314 


03/31/1981 


Lowey 










A18 

r\ 1 O 


4,351,825 


09/28/1982 


Sothmann et aL 










A19 


4,369,172 


01/18/1983 


Schor et al. 










A20 


4,377,568 


03/22/1983 


Chopra 










A21 


4,385,078 


05/24/1983 


Onda et al. 








- 


A22 


4,389,393 


06/21/1983 


Schor et al. 










A23 


4,421,736 


12/20/1983 


Walters 










A24 


4,438,091 


03/24/1984 


Gruber et al. 










A25 


4,443,428 


04/17/1984 


Oshlack et al. 










A26 


4,464,378 


08/07/1984 


Hussain 










A27 


4,483,847 


11/20/1984 


Augart 










A28 


4,520,172 


05/28/1985 


Lehmann et al. 










A29 


4,547,359 


10/15/1985 


Zierenberg et al. 










A30 


4,548,990 


10/22/1985 


Mueller et al. 










A31 


4,557,925 


12/10/1985 


Lindahl et al. 










A32 


4,600,645 


07/15/1986 


Ghebre-Sellassie et al. 










A33 


4,609,542 


09/02/1986 


Pano et al. 










A34 


4,708,874 


11/24/1987 


De Haan et al. 










A35 


4,722,815 


02/02/1988 


Shibanai 









NYJD: 1563354.1 



sheet 2 of 13 of List of References 
of Application No. 10/809,766 





A36 


A TIO CIO 

4,725,513 




Ventouras 










A37 


A OAO Aid 

4,797,410 


01/10/1989 


El-Fakahany 










A38 


A o c\tL qoo 

4,806,337 


ao ni / i non 

oz/zi/iy©y 


Snipes et aL 










A39 


A OOO OT£ 

4,828,836 


ac ir\c\ 1 1 f\on 
05/09/ 1 989 


fclger et al. 










A40 


4,834,984 


ac /i a/ i non 
Uj/30/iyoy 


Goldie et al. 










A41 


A 0"t A AO 

4,834,985 


AC /O A / 1 AOA 

05/30/1989 


hlger et al. 










A42 


A O A A C\f\*l 

4,844,907 


A"7 /A /I / 1 AOA 

07/04/1989 


blger et al. 










A43 


A O A A f\f\f\ 

4,844,909 


AT /A /I / 1 AOA 

07/04/1989 


Crolclie et al. 










A44 


4,861,598 


AO /OA/ 1 AOA 

08/29/1989 


OsnlacK 










A45 


4,894,234 


r\ i i \ at l \ C\C\f\ 

01/16/1990 


Sharma et al. 










A46 


4,935,246 


A^ / 1 A / 1 AAA 

06/19/1990 


Ahrens 










A47 


4,970,075 


1 1 / I 1/1 AAA 

1 1/13/1990 


Osnlack 










A48 


4,983,730 


A 1 /AO / 1 AA 1 

01/08/1991 


Domeshek et al. 










A49 


4,990,34 1 


AO /AC / I AA 1 

02/05/1991 


Goldie et al. 










A50 


5,007,790 


04/16/1991 


Shell 








- 


A51 


5,019,397 


/^ C /<"» O / 1 A A 1 

05/28/1991 


Wong et al. 










A52 


5,023,089 


f\£l 1 1 1 / 1 C\C\ 1 

06/11/1991 


Sakamoto et al. 










A53 


5,024,842 


06/18/1991 


Edgren et al. 










A54 


5,026,560 


06/25/1991 


Makino et al. 










A55 


5,030,400 


07/09/1991 


Danielsen et al. 










A56 


5,068,1 10 


i i /^ /T / 1 r\ a i 

1 1/26/1991 


Fawzi et al. 










A57 


5,071,646 


12/10/1991 


Malkowska et al. 










A58 


5,098,718 


A*5 /O All OAO 

03/24/1992 


Ardaillon et al. 










A59 


5,122,384 


C\C 1 \ £. 1 \ AAO 

06/16/1992 


Paradissis et al. 










A60 


5,126,145 


06/30/1992 


Evanstad et al. 










A61 


5,132,142 


m /O 1/1 A AO 

07/21/1992 


Jones et al. 










A62 


5,133,974 


07/28/1992 


Paradissis et al. 










A63 


5,167,964 


12/01/1992 


Muhammed et al. 










A64 


5,169,645 


12/08/1992 


Shukla et al. 










A65 


5,178,868 


01/12/1993 


Malmqvist et al. 










A66 


5,196,203 


03/23/1993 


Boehm 










A67 


5,202,128 


04/ 1 3/ 1 993 


Morel la et al. 










A68 


5,206,030 


04/27/1993 


Wheatley et al. 










A69 


5,215,758 


A^: /A 1/1 AAO 

06/01/1993 


Krishnamurthy 










A70 


5,219,575 


/ 1 C / 1 AAO 

06/15/1993 


Von Bommel et al. 










A71 


5,248,516 


AA /O O / 1 AAO 

09/28/1993 


Wheatley et al. 










A72 


5,258,436 


i i /ao / 1 nm 

1 1/02/1993 


Wneatley et al. 










A73 


5,266,31 1 


i i /oa/ i nm 

1 1/30/1993 


Cerretti et al. 










A74 


5,266,331 


1 1 /OA/ 1 AAO 

1 1/30/1993 


Osnlack et al. 










A75 


C 111 1£LC\ 

5,273,760 


1 O /OO / I AAO 

12/28/1993 


Osnlack et al. 










A76 


c ooo a/cc 

5,283,065 


AO /A t / I AA /I 

02/01/1994 


Doyon et al. 










A77 




09/1 S/l QQ4 


WoILIclCK CI «1. 










A78 


5,292,461 


03/08/1994 


Juch et al. 










A79 


5,321,012 


06/14/1994 


Mayer et al. 










A80 


5,330,766 


07/19/1994 


Morella et al. 









NYJD: 1563354.1 



sheet 3 of 13 of List of References 
of Application No. 10/809,766 





A81 


5,356,467 


( A/i O / 1 C\C\ A 

10/10/1994 


Ushlack et al. 










A82 


5,378,474 


01/03/1995 


Morel la et al. 










A83 


5,384,130 


r\ i ir\ Ait c\c\ c 

01/04/1995 


Kamada 










A84 


5,41 1,745 


05/02/1995 


Osnlack et al. 










A85 


5,456,923 


10/10/1995 


Nakamichi et al. 










A86 


5,460,826 


1 0/24/ 1 995 


Mem 11 et al. 










A87 


5,472,712 


1 ^ if\c 1 1 r\c\ c 

12/05/1995 


Oshlack et al. 










A88 


5,478,577 


12/26/1995 


Sackler et al. 










A89 


5,500,227 


03/19/1996 


Oshlack et al. 










A90 


5,502,058 


03/26/1996 


Mayer et al. 










A91 


5,508,042 


04/16/1996 


Oshlack et al. 










A92 


5,508,403 


04/16/1996 


Akiyama et al. 










A93 


5,520,931 


05/28/1996 


Persson et al. 










A94 


5,549,912 


08/27/1996 


Oshlack et al. 










A95 


5,580,578 ^ 


12/03/1996 


Oshlack et al. 








- 


A96 


5,593,695 


s\ t it All r\r\~i 

01/14/1997 


Merril et al. 










A97 


5,601,842 


02/1 1/1997 


Bartholomaeus 








• 


A98 


5,614,218 


03/25/1997 


Olsson 










A99 


5,629,011 


05/13/1997 


Ilium 










A100 


5,637,320 


06/10/1997 


Bourke et al. 










A101 


5,656,295 


08/12/1997 


Oshlack et al. 










A 102 


5,667,805 


09/16/1997 


Merrill et al. 










A103 


5,670,172 


09/23/1997 


Buxton et al. 










A 104 


5,672,360 


09/30/1997 


Sackler et al. 










A105 


5,681,585 


10/28/1997 


Oshlack et al. 










A106 


5,811,126 


09/22/1998 


Krishnamurthy 










A107 


5,843,480 


12/01/1998 


Miller et al. 










A 108 


5,849,240 


12/15/1998 


Miller et al. 










A109 


5,879,705 


03/09/1999 


Heafield et al. 










A110 


5,891,471 


04/06/1999 


Miller et al. 










Al 11 


5,958,452 


09/28/1999 


Oshlack et al. 










A112 


5,958,459 


09/28/1999 


Chasin et al. 










A113 


5,965,163 


10/12/1999 


Miller et al. 










A114 


5,968,551 


10/19/1999 


Oshlack et al. 










A115 


6,103,261 


08/15/2000 


Chasin et al. 










A116 


6,143,322 


1 1/07/2000 


Sackler et al. 










AI17 


6,261,599 Bl 


07/17/2001 


Oshlack et al. 










A118 


6,294,195 Bl 


09/25/2001 


Oshlack et al. 










A119 


6,419,960 Bl 


07/16/2002 


Krishnamurthy et al. 








FOREIGN PATENT DOCUMENTS 




1 DOCUMENT NUMBER 


DATE 


COUNTRY 


CLASS 


SUBCLASS 




TRANSLATION 




YES 


NO 




B01 


CA 635,283 


06/23/82 


Canada 












B02 


CA 1,296,633 


03/03/92 


Canada 











NYJD: 1563354.1 



sheet 4 of 13 of List of References 
of Application No. 10/809,766 





B03 


CA 1,297,025 


03/10/92 


Canada 












B04 


CA 2082573 


11/1 /"V //~\ t*\ 

11/10/92 


Canada 












B05 


CA 2131350 (Al) 


01/94 


Canada 












B06 


9047732 


07/12/90 


Australia 












B07 


9341654 


02/16/95 


Australia 












B08 


0097523 (A2) 


06/21/83 


EPO 












B09 


0097523 (A3) 


06/21/83 


EPO 












BIO 


0097523 (Bl) 


06/21/83 


EPO 












Bll 


0108218 (A2) 


05/16/84 


EPO 













B12 


0147780 (A2) 


07/10/85 


EPO 












B13 


0235986 (Al) 


09/09/87 


EPO 












B14 


0235986 (Bl) 


02/12/87 


EPO 












B15 


0235986 (B2) 


02/12/87 


EPO 












B16 


0249347 


12/16/1987 


EPO 












B17 


0253104 (Al) 


01/20/88 


EPO 












B18 


0253104 (Bl) 


05/22/87 


EPO 












B19 


0267702 (A3) 


05/18/88 


EPO 












B20 


0271193 (A2) 


10/22/87 


EPO 












B21 


0271193 (A3) 


10/22/87 


EPO 












B22 


0271193 (Bl) 


06/88 


EPO 












B23 


0327295 (A2) 


08/09/89 


EPO 












B24 


0361680 (Bl) 


07/13/94 


EPO 












B25 


0361910 (Al) 


04/04/90 


EPO 












B26 


0377517 (A2) 


07/11/90 


EPO 












B27 


0377518 (A2) 


01/05/90 


EPO 












B28 


0377518 (A3) 


01/05/90 


EPO 












B29 


0377518 (Bl) 


07/11/90 


EPO 












B30 


0388954 (A2) 


03/22/90 


EPO 












B31 


0388954 (A3) 


03/22/90 


EPO 












B32 


0388954 (Bl) 


03/22/90 


EPO 












B33 


0415693 (Al) 


03/06/91 


EPO 










• 


B34 


0430287 (Bl) 


10/12/94 


EPO 












B35 


0452145 (A2) 


10/16/91 


EPO 












B36 


0532348 (A2) 


03/17/93 


EPO 












B37 


0532348 (A3) 


09/11/92 


EPO 












B38 


0532348 (Bl) 


09/1 1/92 


EPO 












B39 


0533297 (Al) 


03/24/93 


EPO 












B40 


0534628 (Al) 


03/21/93 


EPO 












B41 


0534628 (Bl) 


04/09/92 


EPO 












B42 


0535841 (Al) 


04/07/93 


EPO 












B43 


0546676 (Al) 


06/16/93 


EPO 












B44 


0548448 (Al) 


06/30/93 


EPO 












B45 


0553392 (Al) 


AO l(\A /Al 














B46 


0576643 


11/25/92 


EPO 












B47 


0580860 (Al) 


02/02/94 


EPO 












B48 


0609961 (Al) 


08/10/94 


EPO 











NYJD: 1563354.1 



sheet 5 of 13 of List of References 
of Application No. 10/809,766 





B49 


0636370 (Al) 


02/01/95 


EPO 












B50 


0636370 (Bl) 


06/09/94 


EPO 












B51 


0665010 (A 1) 


08/02/95 


EPO 












B52 


1258246 (A2) 


11/20/02 


EPO 












B53 


DE 32 46 492 


06/30/1983 


Germany 






X 






B54 


2053681 (B) 


04/04/84 


Great Britain 












B55 


2178313 (A) 


02/11/87 


Great Britain 












B56 


2196848 


05/11/88 


Great Britain 












B57 


04081086 


04/02/92 


Japan 












B58 


80/00659 


09/26/79 


PCT 












B59 


92/01446 


02/06/92 


PCT 












B60 


92/02209 (Al) 


02/20/92 


PCT 












B61 


92/06679 


04/30/92 


PCT 












B62 


92/08459 


05/29/92 


PCT 












B63 


93/04675 


03/18/93 


PCT 












B64 


93/07859 (Al) 


04/29/93 


PCT 












B65 


93/07861 


04/29/93 


PCT 












B66 


93/10765 


06/93 


PCT 












B67 


93/18753 


09/30/93 


PCT 












B68 


94/03160 


02/17/94 


PCT 












B69 


94/03161 


02/94 


PCT 












B70 


94/05262 


03/17/94 


PCT 












B71 


94/22431 


10/13/94 


PCT 












B72 


96/00066 


01/04/96 


PCT 












B73 


96/01629 


01/25/96 


PCT 












B74 


96/14058 


05/27/96 


PCT 












B75 


01/08661 (A2) 


07/27/00 


PCT 












B76 


02/100382 A2 


12/19/02 


PCT 












B77 


03/004030 Al 


01/16/03 


PCT 












B78 


2170104 


07/30/86 


United Kingdom 











* 




OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 




C01 


Abstract of Japan, XP-002241447, May 12, 1988. 




C02 


Abstracts from the Twelfth Annual Congress of the Oncology Nursing Society, May 1987. 




C03 


Advertisement: MS Contin 1986, 1987 The Purdue Frederick Company. 




C04 


Advertisement: Roxanol SR., 1985 Roxane Labs, Inc. 




C05 


Agabeyoglu et al. Studies on Sustained Release II: In Vivo Performance of the Inert Matrix Sulfamethiozole Tablet, 
Employing Polymethylmethacrylate. 1986;12(3) DRUG DEVELOPMENT & INDUSTRIAL PHARMACY 423-430. 




C06 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1987; 
(7 th ed.):3-172. 




C07 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1988; 
(8 th ed.):3-179. 




C08 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1989; 
(9 th ed.):3-199. 




C09 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1990; 
(10 th ed.):3-200. 




C10 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1991; 
(ll th ed.):3-200. 



NYJD: 1563354.1 



sheet 6 of 13 of List of References 
of Application No. 10/809,766 





Cll 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1992; 
(12 th ed.):3- 197. 




C12 


Approved drug products with therapeutic equivalence evaluations. U.S. Dept. of Health and Human Services. 1993; 
(13 th ed.):3-198. 




C13 


April 1 1, ZUU4 Amicus curae oner or otiurora r^narmdceuucdia in ouppon 01 riiruue rndnnd, i^.tr., inc ruruuc 
Frederick Company, The P.F. Laboratories, Inc., The Purdue Pharma Company and EuroCeltique S.A. in Purdue 
Pharma, L.P., The Purdue Frederick Company, The P.F. Laboratories, Inc., The Purdue Pharma Company (Plaintiffs/ 
Counterclaim Defendants-Appellants) and EuroCeltique S.A. (Counterclaim Defendant) v. Endo Pharmaceuticals Inc. 
(Defendant and Counterclaimant- Appellee), Endo Pharmaceuticals Holdings Inc. (Defendant-Appellee), United States 
Court ot Appeals tor tne reuerai circuit, Appeals inos. lw-i iov, -izzo. 




C14 


April 2, 2004 Corrected Brief of Plaintiffs- Appellants in Purdue Pharma, L,P. } The Purdue Frederick Company, The 
P.F. Laboratories, Inc., The Purdue Pharma Company (Plaintiffs/Counterclaim Defendants-Appellants) and 
EuroCeltique S.A. (Counterclaim Defendant) v. Endo Pharmaceuticals Inc. (Defendant and Counterclaimant-Cross 
Appellant), L,nao rnarmaceuticais ttoiaings inc. [uejenaani-K^ruo^ s\ppeiiunij, uniicu outics v^uuii ui /^.ppcaia iui uic 
Federal Circuit, Appeals Nos. 04-1 189, -1226. 




C15 


Arkinstall et al. Efficacy of controlled-release codeine in chronic non-malignant pain: a randomized, placebo- 
controiiea clinical trial, ram. Aug,04Zj.i07-/o. ! 




C16 


August 3, 2001 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended-Release Tablets, 80 mg, 
from Teva Pharmaceuticals USA to Euro-Celtique S.A. 




C17 


Balant et al. CONTROLLED RELEASE PRODUCTS: THERAPEUTIC AND B IOPH ARM ACEUTIC 
ASSESSMENT, Ch. II Controlled Release Products - Pharmacokinetic Aspects, Gundert-Remy, U. and Moller, H., 
eds., wissenscnartiicne veriagsgeseiiscnart mori, oiutigart. i^viazio/. 


- 


C18 


Barmerjee et al. Novel drug delivery systems. An overview of their impact on clinical pharmacokinetic studies. Clin 
Pharmacokinet. 1991 Jan;20(l):l-14. 




C19 


Beaver et al. Analgesic Studies of Codeine and Oxycodone in Patients with Cancer. I. Comparisons of Oral with 
Intramuscular Codeine and of Oral with Intramuscular Oxycodone, 207 J. PHARMACOLOGY & EXPERIMENTAL 
1 riUKAFcU 1 1C5 yZ- 1UU ( IV lo). 




C20 


Beaver et al. Analgesic Studies of Codeine and Oxycodone in Patients with Cancer. II. Comparisons of Intramuscular 
uxycoaone witn intramuscular iviorpnme ana loqciiic, zu / j. rn/\iuvi/\^uijuvj i oc cateimividi^ i/vl. 
THERAPEUTICS. 1978; 10 1- 108. 




C21 


BecKett. is. ate control in urug inerapy, n. i /. Lmce aauy raie-contruiieu urug inerapy, r rcscuu, i^.r. <uiu i>inuiiu, 
W.S. eds., Churchill Livingstone, Edinburgh. 1985;166-179. 




C22 


Benziger et al. A pharmacokinetic/pharmacodynamic study of controlled-release oxycodone. J Pain Symptom 
Manage. 1997 Feb; 13(2):75-82. 




C23 


Beubler. Medikamentose Schmerztherapie: Kriterien, Moglichkeiten, Risken. Therapiewoche Osterreich. 1992;7(2):1- 
15. English translation. 




C24 


Black. A rational approach to cancer pain management. J. of Family Practice. 1989;28(3):267-8. 




C25 


Dloomtieia et al. Analgesic emcacy ana potency or two oral controuea-reiease morpnine prepdidiions. v^mi r^iiariudcui 
Ther. 1993 Apr;53(4):469-78. 




C26 


dods et al. oteaay-otate rnarmacoKmeucs or oustainea iveiease rviorpnine iduieis ^ivio i^oinin^ diiu iviurpiiiiie ouiiaic 
Solution (MSS). 6 Proceedings of ASCO. 1987 ;44( Abstract #171). 




C27 


oourget et al. otuay or me Dioequivaience or two controuea-reiease rormuidiions 01 rnorpiiuic. uii j cim i^iidiiiidcui 
Ther. 1995 Nov;33( 1 1):588-94. 




C28 


JBrooks et al. .rnncipies or cancer r^ain Management, use or L,ong-actmg drai ivtorpnine, zop; j. r/viviii^ i 
PRACTICE. 1989;275-280. 




C29 


Brooks et al. Use of Continuous Release Morphine Sulfate (CRMS) in Cancer Patients (pts) with Chronic Pain. 5 
proceedings ot AoLU. iyoo,zjivADs tract tfVouj. 




C30 


Brooks et al. Use of Continuous Release Morphine Sulfate (CRMS) in Cancer Patients with Chronic Pain. 6 
rroceeamgs 01 aolu. iyo t ,zo*fvADsiraci w iuj / y. 




C31 


Bruera et al. A randomized, double-blind, double-dummy, crossover trial comparing the safety and efficacy of oral 
sustained-release hydromorphone with immediate-release hydromorphone in patients with cancer pain. Canadian 
Palliative Care Clinical Trials Group. J Clin Oncol. 1996 May; 14(5): 1713-7. 




C32 


Bruera et al. Randomized, double-blind, cross-over trial comparing safety and efficacy of oral controlled-release 
oxycodone with controlled-release morphine in patients with cancer pain. J Clin Oncol. 1998 Oct;16(10):3222-9. 




C33 


Chang et al. Sustained drug release from tablets and particles through coating. 




C34 


v^nary et ai. 1 ne aose-response rciationsmp 01 couiroiiea-rcieasc coueuic ^v-.uucuic v-uium^ m uuuiut udii^ci yam. j 
Pain Symptom Manage. 1994 Aug;9(6):363-71. 




C35 


Chmielewski et al. Comparative bioavailability of multiple doses of sustained release morphine tablets (Roxanol SR q 
l znj ana immeaiate release morpnine solution ^q ^n^, o rroceeaings or Aotu. ivo / ,z / j^/\Dsuati n luou;. 




C36 


Citron et al. Long-term administration of controlled-release oxycodone tablets for the treatment of cancer pain. Cancer 
Investigation. 1998;16(8):562-571. 




C37 


Codeine. Available at http://esc.syrres.com/interkow/webprop.exe. 




C38 


Codeine. Clark's Isolation and Identification of Drugs. 1986;490-1. 




C39 


Codeine. The Merck Index 1989;(1 1 th ed.):384-5. 



NYJD: 1563354.1 



sheet 7 of 13 of List of References 
of Application No. 10/809,766 





C40 


Comerford. Efficacy of controlled-release oxycodone. J Clin Oncol. 1999 Feb;17(2):738. 




C41 


i_onraa ei ai. oUStainea oxug release irom LaDicis ana paniciea uirougn tudiiug tfi r^iiaiiiiaccuucai uus>dgc rumis- 
Tablets (Lieberman et al., eds). 1982. 3(4):149-221. 




C42 


t^onrao et ai., oustatnea arug release rrom laoieis ana paracies uirougn cuaung in x^drnidLeuiicdi uu^dgc renins- 
Tablets (Lieberman et aL, eds). 1982. 3(4): 149-22 1 . 




C43 


\_-OW3Ji et ai. 1 wo assays ror ainyorocoaeine in piasma ana in unne djiu uicir use uj ucicmiinc uic DiudvdiiduiiHy vji a 
controlled-release product. J Pharm Sci. 1988 Jul;77(7):606-9. 




C44 


L^unairr et ai. evaluation or a cancer pain moaei ror me lesnng or iong-d.Liuig diidigesics. uic eneci ui ivio v^unun m a 
double-blind, randomized crossover design. Cancer. 1989 Jun 1;63(1 1 Suppl):2355-9. 




C45 


v^urtis et ai. Keiative potency or controuea-reiease oxycoaone ana comroiieu-rcicabc morpnine in a pobiupcrduvc pain 
model. Eur J Clin Pharmacol. 1999 Aug;55(6):425-9. 




C46 


Deschamps et al. The evaluation of analgesic effects in cancer patients as exemplified by a double-blind, crossover 
study of immediate-release versus controlled-release morphine. J Pain Symptom Manage. 1992 Oct;7(7):384-92. 




C47 


Dhaliwal et al. Randomized evaluation of controlled-release codeine and placebo in chronic cancer pain. J Pain 
Symptom Manage. 1995 Nov; 10(8):6 12-23. 




C48 


DiPersio et al. Predicting plasma procainamide concentrations resulting from a sustained-release preparation. Clin 
Pharm. 1985 Mar-Apr;4(2): 186-91. 




C49 


bndo s initial Fost-lnal Brier aatea //zd/zuuj in rTjraue rnarma L..r. et ai. v. unao rnarmaceuticais inc. et ai. v. 
Euroceltique S.A., 00 Civ.-8029 (SHS); 01 Civ.-2109 (SHS); and 01-Civ.-81 17 (SHS). 




C50 


linao s Fost-lnal rroposeu rinaings or ract aatea //Zj/zvvj in ruraue rnarma L.r. et ai. v. tnao rnarmaceuucais 
Inc. et al. v. Euroceltique S.A., 00 CW.-8029 (SHS); 01 Civ.-2109 (SHS); and 01-Civ.-81 17 (SHS). 


- 


C51 


Endo's Post-Trial Proposed Conclusions of Law dated 7/25/2003 in Purdue Pharma L.P. et al. v. Endo 
Pharmaceuticals Inc. et al. v. Euroceltique S.A., 00 Civ.-8029 (SHS); 01 Civ.-2109 (SHS); and 01-Civ.-81 17 (SHS). 




C52 


Endo's Post-Trial Response Brief dated 8/8/2003 in Purdue Pharma L.P. et al. v. Endo Pharmaceuticals Inc. et al. v. 
Euroceltique S.A., 00 Civ.-8029 (SHS); 01 Civ.-2109 (SHS); and 01-Civ.-81 17 (SHS). 


• 


C53 


Endo's February 17, 2004 Memorandum in support of its Motion for Relief from Order with respect to Infringement in 
Purdue Pharma, L.P., The Purdue Frederick Company, The P.F. Laboratories, Inc., The Purdue Pharma Company 
(Plaintiffs and Counterclaim Defendants) and EuroCeltique S.A. (Counterclaim Defendant) v. Endo Pharmaceuticals 
Inc. (Defendant and Counterclaim Plaintiff), Endo Pharmaceuticals Holdings Inc. (Defendant) Civil Action Nos. 00- 
CV 8029 (SHS); 01 -CV 2109 (SH5>) and Ul-CV 81 77(5>H5>). 




C54 


Endo's March 19, 2004 Reply Memorandum in support of its Motion for Relief from Order with respect to 
Infringement in Purdue Pharma, L.P., The Purdue Frederick Company, The P.F. Laboratories, Inc., The Purdue 
Pharma Company (Plaintiffs and Counterclaim Defendants) and EuroCeltique S.A. (Counterclaim Defendant) v. Endo 
Pharmaceuticals Inc. (Defendant and Counterclaim Plaintiff), Endo Pharmaceuticals Holdings Inc. (Defendant) Civil 
Action Nos. 00-CV 8029 (SHS); 01 -CV 2109 (SHS) and ul-CV 8177(bH5>). 




C55 


Endo's Post-Trial Proposed Conclusions Of Law in Purdue Pharma L P., The Purdue Frederick Company, The P.F. 
Laboratories, Inc., The Purdue Pharma Company (Plaintiffs and Counterclaim Defendants) v. Endo Pharmaceuticals, 
Inc. (Defendant and Counterclaim Plaintiff), Endo Pharmaceuticals Holdings, Inc. (Defendant) v. EuroCeltique 
S.A.(Counterclaim Defendant) Civil Action Nos. 00-Civ. 8029 (SHS); 01-Civ. 2109 (SHS); Civil Action Nos. 01-Cir. 

fill ^ y T T *\ 

81 17 (SHS). 




C56 


Endo's Post-Trial Proposed Findings of Fact in Purdue Pharma L P., The Purdue Frederick Company, the P.F. 
Laboratories, Inc., The Purdue Pharma Company (Plaintiffs and Counterclaim Defendants) v. Endo Pharmaceuticals, 
Inc. (Defendant and Counterclaim Plaintiff), Endo Pharmaceuticals Holdings. Inc. (Defendant) v. EuroCeltique S.A. 
(Counterclaim Defendant) Civil Action Nos. 00-Civ. 8029 (SHS); 01-Civ. 2109 (SHS); Civil Action Nos. 01-Civ. 
81 17 (SHS) 




C57 


Esterhail et al. Post operative analgesic efficacy of controlled release morphine. Pain. 19 87 ;(Suppl. 4): Abstract S230. 




C58 


February 25, 2002 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended-Release Tablets, 80 mg, 
from Impax Laboratories, Inc. to Purdue Pharma LP. and The Purdue Frederick Company. 




C59 


February 25, 2003 Paragraph IV Notice letter regarding Oxycodone Hydrochloride tixtended-Kelease tablets, 1U, zu 
and 40 mg, from Teva Pharmaceuticals USA to Purdue Pharma L.P., The P.F. Laboratories, Inc. and Euro-Celtique 




C60 


February 9, 2001 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended-Release Tablets, 10 and 
zu mg, trom iinao rnarmaceuucais, inc. to tiuro-ceitique o.a.., ine ruraue r^narma company, >ruraue rndrma L,.r., 
Steinberg & Raskin, Davidson & Davidson, The Purdue Frederick Company, and The P.F. Laboratories, Inc. 




C61 


reaerai loiht or /\ppeais uecision, ruraue rnarma, L>.r., v. ooennnger ingeineim Kjrnon 9 i^uckci w-ij70, 
Judge Sidney Stein; decided February 1, 2001. 




C62 


reaerai uistnct i-oun uecision, ruraue rnarma, L^r., v. tsoenringer ingeineim L/mort, 70 r. oupp. zu. jdz, ziaaa 
U.S. Dist., S.D.N.Y.; U.S.P.Q. 2D 1 168, Judge Sidney Stein; decided May 16, 2000. 




C63 


Finn et al Prn<;<;over Stndv nf Sustained Release Mornhine Sulfate fRoxannl SR"i in Advanced Cancer. 6 Proceedings 
of ASCO 44. 1987;Abstract #1027. 




C64 


Finn et al. Placebo-blinded study of morphine sulfate sustained-release tablets and immediate-release morphine sulfate 
solution in outpatients with chronic pain due to advanced cancer. J Clin Oncol. 1993 May;l l(5):967-72. 




C65 


Fitzmartin et al. Stigma associated with opioid therapy for pain, results of a health care provider survey, AMERICAN 
PAIN SOCIETY, 14 th annual Scientific Meeting, 1995 Nov. 9-12;A144 abstract # 95877. 



NYJD: 1563354.1 



sheet 8 of 13 of List of References 
of Application No. 10/809,766 





C66 


Flanders et al. The Control of Drug Release From Conventional Melt Granulation Matrices. Drug Development and 
Industrial Pharmacy. 1987; 13(6): 1001-22. 




C67 


Foldes. Role of oral and parenteral drugs in the management of intractable pain. Pain. 1988;9:286-9. 




C68 


Foley. The treatment of cancer pain. N Engl J Med. 1985 Jul 1 1;313(2):84-95. 




C69 


Gibaldi et al. PHARMACOKINETICS, 2 na Ed., Rev. & Exp. Marcel Dekker, Inc., New York. 1982;456-457;353-357. 




C70 


Gibaldi et al. PHARMACOKINETICS, Ch. 4: Absorption Kinetics and Bioavailability, 2"° Ed., Rev. & Exp., Marcel 

HpUfpr Inn TM^w York 1 QRS • 1 1 Q8 




C71 


Gibaldi. Prolonged-release medication. Biopharm. and Clin. Pharmcokinetics. 4 th ed. 1991; 124-45. 




C72 


Gibaldi. Prolonged-release medication. Biopharmaceutics and Clinical Phamakokinetics. 1984 (3 rd ed);27:l 13-130. 




C73 


/"II r. ra -a*- nl r^v rtflnna q c 1 1 V»c 1 1 ti 1 1/* few nnrxmVi i np in patippr niiiti m ana opmptit? PAT T T A T'TX/T-* TV^Pl~^Ti T^Jr* 1 QQ / * 
vjlaic CL al. WAyCvjUUne — d bliDdllllllC lul IIIUI JJI11I1C III CailLCl JJalll llldlldgClllClll ; rrVLLilA I i v L ivi£jj_/iv_ii^£j. I77^j 

6:79-80. 




C74 


vjOSUCK ei ai. /i comparison oj ine ejjicacy ana aaverse ejjecis oj coniroiieu reieuse uinyurvtoacine unci imjficuiu.it: 
release dihydrocodeine in the treatment of pain in osteoarthritis and chronic back pain, The Edinburgh Symposium 
on Pain f nntrnl ariH A/T< a Hir , ja1 FHnmtion G Twvrrn^Q pH ^ Rnvfll Sopipfv of Medicine Services International 

UI1 X dill Vw-vJl 111 \Jl dllU IVlCUlC-ttl OUUWdllUU ^JX.VJ. X W jfwUSS) WU<^ 1\U ^ CXI OUWlvlj vl iti^ui^hiv^ » ibbo iJii^iuauuuai 

Congress and Symposium Series No. 149, London. 1989; 137- 143. 




C75 


<Tr»nrla\/ *»t al Tnfln*»nr , ^» nf a hiah-fnt mpjil nn th*» nrworntion of mornhine from oral ^oliition^ Clin Pharmacol Ther 

VjAJUFlcty CI dl. 1111 1UC11LC Lfi d llliill IdL HlCdl Ull L11C uUoUl LPLlVJU \Jl IHVJl^JUlllC 11C1I1 vial o\JilXH\_/lio. v_- ill 1 l ucu uiuwui i iivi t 

1989 Oct;46(4):463-8. 




C76 


(~ir\nrlct\/ f*t al Thp r#»r\rr»H nr»iKilitv of Hioavailnriilirv of nral momiiinf* from solution nnHer ffvi anH fAQteH ronHition«i 

VJUUlldV CI dl. 1 11C 1C1J1 IIUUWIUIIILY Ul Ul\JdVallaUllllY Ul Clcll 11IVJ1 jJllIlIC 11VJ111 oUlUUUli UilU&l I wA-1 ctxiu laoitu wuiiuuiuiioi 

J Pain Symptom Manage. 1991 Oct;6(7):431-6. 


- 


C77 


VjliillUy CI dl. OlOdVdlldDlIlly LUIIipdlloUIl Ul UllCC CUlilxUUCU IClCaaC CUlxClUC lUlUllXlaLlUll^ vs. v tiiliuiiai uiai 

codeine. J. Pain & Symptom Manage. 1988; 3 (3): Abstract S 17 #27. 




C78 


fZrrx c c at ol CnctainpH qtiH r»r\n l~rr\1 lp»rl_rp»1*=»QCP» Hti 1 r» Hp»1 i \7f»rv/ c uctpmc WAr\f\f*TT\ Ptn armaPPl ltir*Q t^h 1 r** O 04 ' pH \A q r p p 1 
\JidSo CI dl. 3UaullIlCU dllU CUIlUAJllCU-lClCdaC Ul UCllVCljr syaLCHIb. iViULlCill rilalIIlawCUlH,a, V^ll. 1U. l j_>u., maiut'i 

Dekker, Inc., New York. 1989;635-671. 




C79 


f~lnn\7 at ol Ptiormaf»r\Lrin#»tir'c r\f r«r»H<=»in^ n-ffpir cin rrlf*- tinH mnIHrtlf^-oral-Ho^p aHmini«trflHr»n to normal volnntPf*r^ 1 
vJlidy CI dl. x lldlllldvUKallCllCb Ul CUUC1IIC dlLCl alllglC" dllU lllUlli^ilC-VJl dl UU5C O.L11 1111 lid Ll all vJii ixj ii\jiiiiai vuiuiiit-wio> J 

Clin Pharmacol. 1987 Dec;27(12):983-7. 




C80 


HofYon o 1 rnmn'irativp r , linir»nl ^ff Ir'or'v and caf^tv of* a nnvpl r»ontro11f k H-ri a 1pji<sP' oxvpoHonp formulation anrl 
ndgCIl CL dl. v^UIIIUdldll VC Clllllwdl ClllCdvjr dllU sdlCiy VJl a liuvci cuiiliwiicci icicadv uajtwuuiic iwimuiauwii axiu 

controlled-release hydromorphone in the treatment of cancer pain. Cancer. 1997 Apr 1;79(7): 1428-37. 




C81 


Uqi A 0 i cffl/-»or'\7 onH cafptv of r^onrrollpH-rplpj* cp vprciiQ immpHiatp-rplpa qp OYvrnHntiP' ranHnmi ypH Honhlp-hlind 

xxdlC CI dl. dllCdCY dllLl ddlClY \Jk CUIIUUIICU IClCdoC VCloUo UlllllCUlcLlG IClCtloC UAjr^uUUllc laiiuuiiiiiw, uvjuuh* uiuiu 

evaluation in patients with chronic back pain. Clin J Pain. 1999 Sep; 15(3): 179-83. 




C82 


T-IoriVo Prtnf-mllpH rplpocp mr\rrkliinp ^NyfQT r^ontin i in aHvanppH pjinppr TTip Pnroopfln PTtopripfiPP f^finppr 1 Q8Q Tun 
IlctllKS . V^UIlLllJllCCi-lClCdoC I11UI LJ11111C ^IVlO JL \— Ullllll^ 111 aUVdlltCU CallLCl. X liC X_»U1 VJLJCCll 1 t-A|Jtl lt-llWV-. v^aliutl . I s\J JUll 

1;63(11 Suppl):2378-82. 




C83 


Hays et al. Comparative clinical efficacy and safety of immediate release and controlled release hydromorphone for 
cnronic severe cancer pain, cancer. i!7!7 £ + ^ep ijj/^fvoj.iouo-io. 




C84 


Heinrich-Nols et al. Bioequi valence study of two morphine extended release formulations after multiple dosing in 
neaiiny voiumeers. mi j i—iin .rnaiiiiacoi iner. lyyy ividr,«5 tyjj.i jj-o. 




C85 


Heiskanen et al. Controlled-Release Oxycodone and Morphine in Cancer Related Pain. Pain. 1997; 73:37-45. 




C86 


Heiskanen et al. Morphine or Oxycodone in Cancer Pain?, Acta Oncologica. 2000; 39(8) 941-7. 




C87 


l-Tr\r»H ol Hr»cp anH T^ffckz-fi vpnpcc r\f Oml OwpoHonp Pollowino Pf^A A/fornViirip Por Po^t-Onprati vp Anal PP<ii° 
xTUOU CI dl. l_/ObC dllU xZillCCll VCHCaa VJl Wl al wAy CUU.VJ11C I VJllVJ w iii^ run ivxvji jjiiuic i \Ji l uol w^iauvt -r-ixicugisaia, 

Abstracts 7 th World Congress on Pain. 1 993, 390( Abstract 1028, Poster #14). 




C88 


WrmHp» Pt al AM AT fJFTTPSI fli TTT- Pliniral ^pa«nrpmpnt of Pain Hp^ltPvpnQ O ed Academic Press New York 

xTvJtlUC CI dl. n n ' i iv v^ll. 111. V^lllliCdl IVxCdoUlClllCllL \JL xdlll, UCJlcvtilJ, vj. w . , n^auvuuv x ilsj, a ~ vy jl kji i\. . 

1965;75-122. 


> 


C89 


Wondp Thp TT«p and Misimp of isJarcotics in thp Treatment of Chronic Pain ADVANCES IN NEUROLOGY 

llUUUv. x I1C U jC dllU IVllaLloC Ul l^dlCULlCo 111 U1C XlCdllllClIL VJl V_^11X V/I11W X dill. rVL/ V ^V1i\_--Xjvj ti^ nLiUi\vi-rVvj x . 

1974;4:527-536. 




C90 


Houston et al. The influence of food on the pharmacokinetics of morphine from two controlled release preparations, 
oiiusn j. v^iuiicai ives. 1771,1 zui-7. 




C91 


Hunt et al. Comparison of the pharmacokinetic profiles of two oral controlled-release morphine formulations in 
healthy young adults. Clin Ther. 1991 Jul-Aug;13(4):482-8. 




C92 


Hydromorphone. Available at http://esc.syrres.com/interkow/webprop.exe. 




C93 


Hydromorphone . Clarke s isolation ana laentitication or urugs. lvoo, 00/-0. 




C94 


Hydromorphone. I he Merck Index. 19o9;(ll ed.):/oz. 




C95 


Impax s Answer ana Counterclaims in Civil Action 1N0. uztv ZoUJ ^rio; 




C96 


Impax s Answer and Counterclaims in Civil Action ino. uz c v /Doy ^orio,) 




C97 


Impax's Answer and Counterclaims in Civil Action No. 02 CV 8036 (SHS) 




C98 


IMS Study (Dl8). 




C99 


mturrisi. Role of opioid analgesics. Am J Med. 1984 Sep l0;77(3A):27-37. 




C100 


Inturrisi. Management of cancer pain pharmacology and principles of management. Cancer. 1989 June;63:2308-20. 




C101 


Jamison et al. Survey of Opioid Use in Chronic Nonmalignant Pain Patients, l l tn ANNUAL SCIENTIFIC MEETING, 
AMERICAN PAIN SOCIETY, 1992 Oct. 22;Abstract #92467. 



NYJD: 1 563354. 1 



sheet 9 of 13 of List of References 
of Application No. 10/809,766 





C102 


July 31, 2001 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended-Release Tablets, 80 mg, from 
Endo Pharmaceuticals, Inc. to Euro-Celtique S.A., The Purdue Pharma Company, Purdue Pharma L.P., Steinberg & 

TJacl^in riaviHcon JCr r^aviHcon '] 'hp PnrHiip PrpHpriclf Pnmnanv anH rhp PPT ahoratoripQ Ttif 




C103 


June 16, 2004 Reply Brief of Plaintiffs-Appellants in Purdue Pharma, LP., The Purdue Frederick Company, The P.F. 
Laboratories, Inc., The Purdue Pharma Company (Plaintiffs/Counterclaim Defendants-Appellants) and EuroCeltique 
S.A. (Counterclaim Defendant) v. Endo Pharmaceuticals Inc. (Defendant and Counterclaimant-Cross Appellant), 
Endo Pharmaceuticals Holdings Inc. (Defendant-Cross Appellant), United States Court of Appeals for the Federal 

Pit-pint Annp»k Nnc 04-1180 - 1 ??6 -1 ^47 -1 1^7 




CI 04 


June 30, 2004 Reply Brief of Defendants/Cross- Appellants in Purdue Pharma, LP., The Purdue Frederick Company, 
me r.r. uxooraiories, inc., me ruraue intirma y^ompuny [riuiniijjs/K^uunierciuirrt Lstjcruiunib-f^ppeiiuriiz/ una. 
EuroCeltique S.A. (Counterclaim Defendant) v. Endo Pharmaceuticals Inc. (Defendant and Counterclaimant-Cross 

A w\nattnvtt\ Tinrin PVtnrmnraiitirntv J in ) rl in o c Inr t ' rio-fon/innt-Cmw A nrip]] nrtt \ \ TnitPrl ^tatP^ Court of Anneals for the 
/\pueiltlrll /, CsTlLKJ £ tlLl if TlU Cc III ILCllJt iilslLilflgS IflL.. \ Lyt-JCfLClLifll\^f i/JJ r\fJfsC I ILifll / , wllltCvl OLtlLwo V/UUil Ul / *.^J^J\s<lla 1U1 uiw 

Federal Circuit, Appeals Nos. 04-1 189, -1347,-1357. 




C105 


V' q i f*t ol A K»in*>oni\/a1pnpp ctiiHv r\f oral r*on trnl 1 pH -rplpa cp mnrnhirip 1 1 qi n cr naltrexone hlocVaHe T f^l in Pharmacol 
xVallvU CI al. r\ UlUClJlll VdlCllvC alUUjr Ul Uldl CvllUUllCU-ICICtiac lULJI^UlillC USllig iiaiucAUiit uivjcivavac J \s 1 111 1 i iu.i 1 1 iciv^v-m . 

1995 May;35(5):499-504. ! 




C106 


Kaiko et al. A single-dose study of the effect of food ingestion and timing of dose administration on the 
pharmacokinetic profile of 30-mg sustained-release morphine sulfate tablets. Current Ther Res. 1990;47 (5):869-878. 




C107 


Kaiko et al. Analgesic onset And potency of oral controlled, release (CR) oxycodone and CR morphine. Clinical 
Pharmacol & Ther. 1996; Abstract 130 #PI-4. 




C108 


Kaiko et al. Basics of opioid analgesic pharmacodynamics. J Pain Symptom Manage. 1986 Spring; 1(2): 103-5. 




C109 


IcTaiV/"* pt al Rinponivalptipv of {'"'ontrollpH-Pplpacp 100 mo Mnmh inp vs ' i hrpp A/Tq (~*c\nt\n ^0 m o Tartlets n 

JN.u.1 )SXj Cl al. DIUCLJUl VdlCllwjr Ul V— LMIUUHCU - I\.ClC<lov 1 \J\J Ulg lVlUl^JlllllC Vo. 1 1 11 CC ivia V^vJllllll JU lllg 1 auivio. \J 

Proceedings of ASCO. 1 9 87 ;271 (Abstract 1066). 




CI 10 


Ifailrr* pt al R \ r\pni nualpnpv r\f pontrollpH-rplpacp f\C\ m o mnmh inp vq two lvfS f^ontin ^O mo toHlpt^ {^VtippjI N^lir^ 
I\.dlKU Cl Ctl. D1UCLJU1 VolCllCjr VJ1 LU11UU11CU IClCaSC VJKJ lllg 1 1 1VJ1 \Ji UllC Vo. IWU ivio V^wlltlll lllg laLfiwlo. vyiivVJ 1 lima. 

Forum. Suppl 1987 Mar-Apr;Abstract #148P, 118. 




cm 


Kaiko et al. Control led-release morphine bioavailability (MS Contin® Tablets) in the presence and absence of food. 

HOS1PTPF T \QQCI'f\(d} 17-^0 




cm 


Kaiko et al. Controlled-Release Oral Morphine (MS Contin Tablets, MSC) in Postoperative Pain. Eur J Pharmacol. 




C113 


Kaiko et al. Controlled-Release Oral morphine for Cancer-Related Pain: The European and North American 
Experiences, ADVANCES IN PAIN RESEARCH AND THERAPY, vol. 16 K.M. Foley, ed., Raven Press, Ltd., New 

VnrV 1 000* 171 80 




C114 


Kaiko et al. Pharmacokinetic Characterization of Controlled-Release Oral Codeine for Chronic Cancer Pain. 5 
Proceedings of ASCO 1986; 255 #996. 




C115 


VaiL-/-* <»t al Qt**nH\/ ctat*» Rir\a\/ai1aki1itw revaluation of Control IpH Rplpacp Oral PnHpinp PA^IPR T AR^TR ArT A 

jvaiKO et ai. oieaay-siate jjioavaiiauiiiLy nvaiuaiion oi v^onuroiieti rvcicaoc wrd.i v^uucinc, rnocD j, /\dj livrvv^i /-v 
1558 #7333 May 1-May 5 Meeting of the Federation of American Societies for Experimental Biology (72nd Annual 
Meeting, Las Vegas NV) (1998). 




C116 


JvaiKO ei ai. ine rJioavaiiaDiiiiy or jviorpmrie in v^oinxoiica-ivcicabe j\j mg laoieto per rvcciuxii \_onip<ucu wim 
Immediate-Release 30-mg Rectal Suppositories and Controlled-Release 30-mg Oral Tablets. Pharmacotherapy. 
1992;12(2):107-113. 




C117 


Kaiko et al. The united states experience with oral controlled- release morphine (MS Contin Tablets): Parts I and II. 
Review of nine dose titration studies and clinical pharmacology of 15mg, 30-mg, 60-mg, and 100-mg tablet strengths 
in normal subjects. Cancer. 1989 June 1 Suppl.;63(l l):2348-2354. 




C118 


Kaiko, Robert, Dr., Declaration dated 3/9/1993 in United States Patent Application No. 07/800,549, filed 1 1/27/1991. 




C119 


Kaiko. Clinical Protocol and Role of Controlled Release Morphine in the Surgical Patient. Anesthesiol and Pain 

Manaop 1001* 10^-719 

ivionagc. 1771, 17J-ZIZ. 




C120 


Kaiko. Relationship between opioid disposition and their pharmacological effects - an overview. Postgrad. Med. J. 
1991;67(SUPPL.2):S44-9. 


* 


C121 


Kaiko. The Pre-and Postoperative Use of Controlled-Release Morphine (MS Contin Tablets): A Review of the 
Published Literature" Medical Department, The Purdue Frederick Company, Royal Society of Medical Services, 
International Congress, Symposium Services. 1989;(No.l49):147-160. 




C122 


Kalso et al. Hallucinations during morphine but not during oxycodone treatment. Lancet. 1988 Oct 15;2(8616):912. 




C123 


Tfalco pt al Momfiinp anH owpoHonp h vH rophlori Hp in thp mflnaopnipnf nf ranrpr nain C lin Pharmacol ITier 1000 

rVdloU Cl Ctl. IV-lvJI L/llll 1C CUIU VJA jrdJUUHC liYUlULlUUl 111 UIC 1 1 Idl 1 1^1 1 L Ul tiUlttl yjalll. 1 LI 1 L lull lliawvl 1 11V1 • I y JS\J 

May;47(5):639-46. 




C124 


ICal^o pt al TV/fornhinp anH oxvpoHonp hvHrorhloriHp in the management of* cancer nain Clin Pharmacol lTier 1900 

IVulSV' ul. 1V1VJ1 It UlIU UAyvUUUIIC 11 j UlUvl 11U1 IUL. Ill Ullw lllttllCltVlllWlll. \JL vdll^bl ^JOLIMI. V^llll 1. I1U1IIIUVVI M. livl . X S S \J 

May;47(5):639-46. 




C125 


lCa1<5o et al Mornhine anH oxvcoHone in the management of cancer nain* nlasma levels determined bv chemical and 

lYUldU d Ul. 1V1U1 UlllJll/ CU1U V/Ay^UUUllt 111 Ult- UlUllUgk/lllV'lll. V-/ 1 tOllVVl |^U111. piUJlllU 1VIV1J UVIV1II1U1VW J V'llW* IIIV Ul uuu 

radioreceptor assays. Pharmacol Toxicol. 1990 Oct;67(4):322-8. 




C126 


Kalso et al Intravenous momhinp anH oxvcoHone for nain after abdominal siirperv Acta Anaesthesioloffica 

ivuloUy L all lllUaV^llvlio 1I1VJ1 L/iii_iit dllvi UA YwUUiiW ivi LJttiii aiivi uuuwuuiiai ouicvi j . t*\*ux iLiiuvouivjivi\jg ( ivu 

Scandinavica. 1991;35:642-646. 




IZ / 


Kaplan et al. Comparison of controlled-release and immediate-release oxycodone tablets in patients with cancer pain. J 
Clin Oncol. 1998 Oct; 16(10):3230-7. 




C128 


Khan et al. Dissolution testing for sustained or controlled release oral dosage forms and correlation with in vivo data: 
challenges and opportunities. International J., Of Pharmaceutics. 1996;140:131-143. 




C129 


Khojasteh et al. Controlled-release oral morphine sulfate in the treatment of cancer pain with pharmacokinetic 
correlation. J Clin Oncol. 1987 Jun;5(6):956-61. 



NYJD: 1563354.1 



sheet 10 of 13 of List of References 
of Application No. 10/809,766 





C130 


IvIlUJdolCll CI Alt OdlCiy, dJIU XJl 1 lCdCy Ul OlVJ W-IxClCCloC 1V1UI JJI11I1C OUUdLC 1 dUlCLa 111 V_,dllL.Cl i am liicidpy. «J 

Proceedings of ASCO 256 Abstract #1000 (1986). 




C131 


Wont f*t q 1 PanpAi* Pain Manaopmpnf \i; i th nr\trr\\ 1 f H -R f»1 f»u c** Oral \ztr»mhinf» ^ Prr»r , ^#»HincTC r\f A ^kC^O 
IVldlll CI (11. V_*dllCCl x dill IVldlldgClllClll Willi V/UllUUUvU JVClCdoC vyldl 1V1UI pilllIC. D rlULCCUllIgS Ul rtOv^vJ . 

1986;251 (Abstract #981). 




C132 


T anin e*\ q 1 i iHf»1 in f>c fV»r iic<=» rxf r*nntrr\\ rf*lf*a^P nra 1 mnrnhlnp in fsnrpr nain mana{7f*nrif*nt f'riTT^Iat'ion w i th 
l^aUlll ci dl. VJulUCllllCd 1U1 UdC Ul cuiiuuiicu icicaoc uidi uiuipiiuic ill caJicci jJa.ni management, v^uncidiiuii wiui 

clinical experience. Cancer Nurs. 1989 Aug;12(4):202-8. 




C133 


T anin rmf- ol /~ , on/"»o-i» in mononomant ii/ifrVi q /"* *~\ r\ trr\ 1 1 _ Ipqcp ai*q1 t*T^Vi trip r\rv»t"\Qf*Qt"if"vn T Pqih ^irmT^twrn ~\A^kr\a(y^ 
Ldpin CI d.1. \_-dllCCl pdlll IIldlldgCIIlGlll Willi a CUllUUllCU-lClCdaC Uldl lllUipillUC piCpdldllUU. J r dill OyilipiUIIl lVldlidgC. 

1989 Sep;4(3): 146-51. 




C134 


T attune e*t q 1 A r^\rr\ti r^n tpc ti n rr anH f1inir*al n 1 1 1 a t"i r\n of mfq 1 rvmlrvncrfvl— af*tir*n H t*i 1 CTC T Pharm ^2r*i 1 Q/-\ 1 
LaZdIUi* CI dl. r\.DI>UrpilUll, LCbllllg, dllll Cllllll/dl CVdllldllUll Ul Uldl piUlUllgCU dCUUll UiUga. J x lldllll Otl, 1701 

Sep;50:7 15-32. 




C135 


Ltt CL dl. lViCulUUS IU dCniCVC SUSldlllcU Ulug UCllVCiy. IIIC piiyMCdl dppiUdUll. Wldl OllU pdlCHLCldl UU^agC lUHIla. 

Sustained and Controlled Release Drug Delivery Systems. 1978;(3) 123-204. 




C136 


Leeson. ei ai. ine in vitro oeveiopmcni or eAienueu-rciedbe suiiu ordi uusdge iurnia. j rtidoiidLUKiiiei oiupnoxni. i70j 
Oct;13(5):493-514. _j 




C137 


.Lenmann. /vcryiic L»ances rrom ixeaispersaDie x owuers ior i^erorai ana i idiisuei nidi L>rug ruirnuidiions. L/rug l/cv 
And Industrial Pharm. 1956; 12(3):265-87. 




C138 


lcow et ai. ^ornpaTaLivc oxycoQOuc piiai 1 1 laCOKineuLS ill nurnajis arier lnudveriouo, oral, dxiu rcciai auuiiiiisixdiiun. 
Ther Drug Monit. 1992 Dec;14(6):479-84. 




C139 


Lcow ei ai. kjtngie-aose airu sieatiy- stale pnaiiiiacoKineucb diici pnaiiiidcouyiidiiiiLb 01 OAycouoiic in pducnib wim 
cancer. Clin Pharmacol Ther. 1992 Nov;52(5):487-95. 




C140 


Leow. The clinical pharmacology of oxycodone. A thesis submitted for the degree of Doctor of Philosophy. The 
University or v^ueensiana. iyyj. 


• 


C141 


Leslie et al. Controlled release morphine sulphate tablets-a study in normal volunteers. Br J Clin Pharmacol. 1980 
May;9(5):531-4. 




C142 


Leslie. Continuous Controlled Release Preparations. Symposium Supplement Br J Clin Pharmacol. 198 1 ; 1 0:5-8. 


• 


C143 


List of known opioids and known opiates. 




C144 


Lloyd et al. The efficacy and tolerability of controlled-release dihydrocodeine tablets and combination 
dextropropoxyphene/paracetamol tablets in patients with severe osteoarthritis of the hips. Cur Med Res Opinions. 

I77Z, 1 jy 1 ). d 0. 




C145 


LoRusso et al. Comparison of Controlled-release oxycodone-(OxyContin IM ) tablets to controlled-release morphine 
(MS Contin®) in patients with cancer pain. American Pain Society. 15 Annual Scientific Meeting. 1996; Abstract 
#675. 




C146 


LOivusso ei ai. ine riirecis or wrai v^onrroiieu-ixeiease jviorpnme ana wxycoaone on \_dncer-ixeidieu i>eurupduiic i^din. 
American Pain Society: 17th Annual Scientific Meeting. 1998;Poster Abstracts 130 #724. 




C147 


jviacuonaia ei ai. /\ uouDie-Dimu, \^ross-vjver comparison oerween oiow-iveiease iviorpnme ^oixivi ) ojiu onun- 
Acting Morphine (SAM) in the Treatment of Cancer Pain. 6 Proceedings of ASCO; 1 9 87 ;44( Abstract #1054. 




C148 


Mandema et al. Pharmacokinetic Model For A New Oral Controlled Release Formulation Of Oxycodone. Anesthesiol. 
1994;81(3A):A383. 




C149 


Maruta et al. Problems with the use of oxycodone compound in patients with chronic pain. Pain. 1981 Dec;l 1(3):389- 
yo. 




C150 


May 12, 2004 Brief of Defendants/Cross- Appellants in Purdue Pharma, L.P., The Purdue Frederick Company, The 
P.F. Laboratories, Inc., The Purdue Pharma Company (Plaintiffs/Counterclaim Defendants-Appellants) and 
EuroCeltique S.A. (Counterclaim Defendant) v. Endo Pharmaceuticals Inc., (Defendant and Counterclaimant- Cross 
Appellant), Endo Pharmaceuticals Holdings Inc. (Defendant-Cross Appellant), United States Court of Appeals for the 
Federal Circuit, Appeals Nos.04-1 189, -1226, -1347, -1357. 




C151 


McKay. Pain management for urological malignancies. Urol Int. 1991;46(3):252-8. 


• 


C152 


McTaggart et al. The evaluation of formulation and processing conditions of a melt granulation process. International J 
Fnarmaceutics. iyo4,iy.i3y-45. 




C153 


Mikus. Polymorphic metabolism of opioid narcotic drugs: Possible clinical implications. Annals Acad, of Medicine. 
1991 Jan;20(l):10-12. 




C154 


Morphine sulfate sustained release. Compendium of Pharmaceutical and Specialties. 1988;572-3. 




C155 


Morphine sulfate. Available at http://esc.syrres.com/interkow/webprop.exe. 




C156 


Morphine. Available at http://esc.syrres.com/interkow/webprop.exe. 




C157 


Morphine. Clarke's Isolation and Identification of Drugs. 1986;790-1. 




C158 


Morphine. The Merck Index. 1989;(1 l tn ed.):988-9. 




C159 


Mucci-LoRusso et al. Controlled-release oxycodone compared with controlled-release morphine in the treatment of 

ranppr nain* a ranHnmi7pH Hmih1<»-HlinH narallpl-arnnn <:tiiHv Fur T Pain 1 QQft'Of a V^^Q— 4.Q 
cciiiLci pdiii. a i aiiuuiiii£iCU, uuuuic uuuli, paianci giuup otuujr. i— <ui j rain. i770)^^j^.^J7 t7. 




C160 


Muhtadi et al. Codeine phosphate. Analytical Profiles of Drug Substances. 1981;(10):93-138. 




C161 


Muhtadi, Analytical profile of morphine. Analytical Profiles of Drug Substances. 1988;(17):259-366. 




C162 


Munday. Changes in Drug Release Rate 2, Effect of Temperature and Relative Humidity on Polymeric Film Coatings. 
5th Cong. Int. Tech. Pharm. 1989; 2:55-60. 



NYJD: 1563354.1 



sheet 1 1 of 13 of List of References 
of Application No. 10/809,766 





C163 


Nichols et al. Oxycodone injection: Pharmacokinetics. Abstracts 10 th World Congress on Pain. 2002 Aug;59 (191-P87) and 
rinai oiuay Kepon. 




C164 


November 8, 2001 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended-Release Tablets, 160 
mg, from Teva Pharmaceuticals USA to Purdue Pharma L.P. 




C165 


Oral oxycodone: new preparation. No better than oral morphine, rescrire Int. 2003 Jun;12(65):83-4. 




C166 


Usnlacic. internal memorandum regarding Kolu. ivoJ Aug. 




C167 


Usnlack. Notes on example 2 or Dl. Ine Purdue rreuenck Research Center. IVoZ. 




C168 


Oxycodone HCI trinyarate. Compendium or Pharmaceuticals and specialties. 19oo;©79. 




C169 


Oxycodone. Available at http://esc.syrres.com/interkow/webprop.exe 




C170 


Oxycodone. Clark's isolation of Drugs. 1986;841. 




C171 


Oxycodone. The Merck Index. 1989; (1 l tn ed.):l 100. 




C172 


Parab et al. Pharmacokinetics of hydromorphone after intravenous, peroral and rectal administration to human 
suDjects. oiopnarm urug uispos. ivoo Mar-/\pr,y^zj.io/-yy. 




C173 


Paul et al. Pharmacological characterization of morphine-6 beta-glucuronide, a very potent morphine metabolite. J 
rnarmacoi iixp mer. iy©y inov,zj1vZj.4/ /-oJ. 




C174 


Physicians Desk Reference 1994, 48th Edition, pages 1821-1824. 




C175 


Physician's Desk Reference, OxyContin, 56 Ed. at 2912-2916, (2002) 


- 


C176 


ronenoy ei ai. i^oniroversies in me long-term management or analgesic inerapy in pauenis wiui advanced cancer, j 
Pain Symptom Manage. 1990 Oct;5(5):307- 19. 




CI 77 


xUltCIlUy Cl dl* V-Jld.1 CUIlUUllCU-rClC<li>C IllUrpillIlC oUIIdXC. /-YlldlgCML CllICaLy dllU MUC CllCLlb UI a 1 \J\j •lllg laLHCl III 

cancer pain patients. Cancer. 1989 Jun 1;63(1 1 Suppl):2284-8. 




C178 


ronenoy ei ai. ine meiaDOiiie morpnine-o-giucuroniue coninDuies 10 me analgesia produced oy morpnme irtrusion in 
patients with pain and normal renal function. Clin Pharmacol Ther. 1992 Apr;51(4):422-31. 




C179 


roynia ei ai. ine pnarmacoKmeucs anu meiaDousm or oxycodone drier muamuscuidr and oral auminisuaiion 10 
healthy subjects. Br J Clin Pharmacol. 1992 Jun;33(6):617-21. 




C180 


D/\ \ /V* i o at ol ' 1 'Ha nhornio^Al/iniiti^c n«H motihAlicm Af AV«//»AHAtifl oftor !nh*omiiCAii1 ai* on/4 nrat o^minictrafiAti tr\ 

r^oynia ei ai. ine pnarmacoKineucs anu meiaoousm or oxycodone drier mudmuscuiar and oral ddminisixdiion 10 
healthy subjects. Br J Clin Pharmacol. 1992 Jun;33(6):6 17-21. 




C181 


Pbyhia et al. The pharmacokinetics of oxycodone after intravenous injection in adults. Br J Clin Pharmacol. 1991 

r\s*+ '10SA\-^ 1 £ Q 
KJCt,3Z{4).D lO-o. 




C182 


Poyhia et al., A review of oxycodone's clinical pharmacokinetics and pharmacodynamics. J Pain Symptom Manage. 
1993 Feb;8(2):63-7. 




C183 


Product Information OxyContin ( D17c). 




C184 


Product Information. 1990, 710-3 (D17a). 




C185 


Product Information. 2001 (D17b). 




C186 


Prosecution File History, U.S. Patent No. 4,861,598, filed July 18, 1986 




C187 


Purdue Pharma, L.P. t v. Endo Pharmaceuticals Inc., 2004 WL 26523 (S.D.N.Y. Jan. 5, 2004). 




C188 


Purdue Pharma, LP, The Purdue Frederick Company, The P.F. Laboratories, Inc., The Purdue Pharma 
Company (Plaintiffs and Counterclaim Defendants) v. Endo Pharmaceuticals Inc., (Defendant and Counterclaim 
riainiijj), c,nao rnarmaceuiicais noiaings inc. \ uejenaani) v. tLuro\^eiiiaue o./x. {i^ounterciaim uejenaani) zuu«t wl, 
26523 (.S.D.N.Y. Jan. 5, 2004), 70 U.S.P.Q.2d 1 185. 




C189 


Purdue' s Complaint in Purdue Pharma L P., The Purdue Frederick Company, The P.F. Laboratories, Inc., The 
ruraue rnarma company v. leva rnarmaceuiicais uo/\, inc., i_4vn /\cuon ino. ui v^v oju/ ^orio^. 




C190 


Purdue's Opening Brief After Trial dated 7/25/2003 in Purdue Pharma L.P. et al. v. Endo Pharmaceuticals Inc. et al. v. 




C191 


Purdue's Proposed Findings of Fact and Conclusions of Law After Trial dated 7/25/2003 in Purdue Pharma L.P. et al. 
v. cnao r ndimaceuiicdis int. ei ai. v. rLuroceuii}ue o./v., uu i^iv.-owzy ^on o j, ui v_iv.-ziuv ^000^, and ui-v^iv.-oi 1 / 
(SHS). 




C192 


PiirHiii^'c l?*»nl\/ T^T*i#»f A ft&r HPrnQl Hat<vl 8/ft/900^ i'ti Piit*Hii<» Pharma T P £»t nl \/ T<nHn Pti!armar , p>iit'ir , iilc Tnr* al \/ 
riilUUC a rvcpij DIlci rVllCI llldl dalcd 0/ 0/ ZUUj t/7 rUIUUC x Ilaillla L.i . CI al. V. nilLIU r IldJ IliaUCUllUalb II It. CI al. V. 

Euroceltique S.A., 00 Civ.-8029 (SHS); 01 Civ.-2109 (SHS); and 01-Civ.-81 17 (SHS). 




C193 


P 1 1 frA 1 1 ' c f^nmnlaint in Pi / r/l no Plisi rt-nsi I P TPt £> Pit rsi n £> Pr^A** wi s*lr ^/iiMn/iitii Tli 0 P IT" / rt htnvn trivia v Inr Tito Pit rrlti 0 

rumuc s> v^uinpitiiiiL 111 rurtiut; rnurmti Li 1., 1 nc rurciuc r reticriCK. y^uuipciny, ine r.r. LjUrUuruicfrico, inc., ine ruriiuc 
Pharma Company v. Impax Laboratories, Inc., Civil Action No. 02 CV 7569 (SHS). 




C194 


pi l rr\ l ip»'c Pninnl a i fl t in Purring PVisirwvtn I P T\ic Pit rvV 110 f?r£*rl0rif*lr /~irYir\/in\i TI10 P I si rinmt strip c Ins* Tho Purs/no 

r muuc a v_.vjiiijjitiLiii 111 ruiuue rncirnui Lj. i . , ine luruue r t ctiericis. K^umptiny, ine r.r ijuuifiuitff jcj, inc., ine ruruue 

Pharma Company v. Impax Laboratories, Inc., Civil Action No. 02 CV 2803 (SHS). 






Purdue's Comnlaint in Purdue Phnrm/i L P The Purdue Frederick Comnanv The P F laboratories Inc The Purdup 
Pharma Company v. Impax Laboratories, Inc., Civil Action No. 02 CV 8036 (SHS). 




C196 


Purdue's Complaint in Purdue Pharma L.P., The Purdue Frederick Company, The P.F. Laboratories Inc., The Purdue 
Pharma Company v. Tiewz Pharmaceuticals USA. Inc., Civil Action No. 03 CV 2312 (SHS). 




C197 


Purdue's Complaint in Purdue Pharma LP., The Purdue Frederick Company, the P.F. Laboratories, Inc., The Purdue 
Pharma Company v. 7V?va Pharmaceuticals USA, Inc., Civil Action No. 01 CV 1 1212 (SHS). 



NYJD: 1563354.1 



sheet 12 of 13 of List of References 
of Application No. 10/809,766 





C198 


Purdue's March 12, 2004 Opposition to Endo's Motion for Relief from Order with respect to Infringement in Purdue 
Pharma, L.P., The Purdue Frederick Company, The P.P. Laboratories, Inc., The Purdue Pharma Company (Plaintiffs 
and Counterclaim Defendants) and EuroCeltique S.A. ( Counterclaim Defendant) v. Endo Pharmaceuticals Inc. 
(Defendant and Counterclaim Plaintiff), Endo Pharmaceuticals Holdings Inc. (Defendant) Civil Action Nos. 00-Civ 
QfioQ fQtrQv ni riv oino /'qhq^ onM 01 a™ s 1 77^qhq^ 

o\j£y ^orlo^, Ul-l^lV ZIUV ^orlo^ aJlQ U 1 -l^lv ol / /^otlo^. 




C199 


Purdue's Proposed Findings Of Fact And Conclusions Of Law After Trial in Purdue Pharma L.P., The Purdue 
Frederick Company, The P.F. Laboratories, Inc., The Purdue Pharma Company (Plaintiffs and Counterclaim 
Defendants) v. Endo Pharmaceuticals, Inc. (Defendant and Counterclaim Plaintiff), Endo Pharmaceuticals Holdings, 
Inc. (Defendant) v. EuroCeltique, S.A. (Counterclaim Defendant) Civil Action Nos. 00-Civ. 8029 (SHS); 01-Civ. 2 109 
(SHS); Civil Action Nos. 01-Civ. 8117 (SHS). 




C200 


Purdue s Reply to Answer and Counterclaim in Civil Action No, 01 CV ©5U7 (bH5>). 




C201 


Purdue's Reply to Answer and Counterclaims in Civil Action No. 03 CV 2312 (SHS). 




C202 


Reder et al. Ease of Titration to Stable Pain Control in Chronic Pain patients with Control led-Release Oral Oxycodone 
^vjxyv^onun ) laoieis, /\DScracts, o woriu v^ongress on r din. Vancouver, *c-«uiaua, 1770 /\ugusi 1 i-Az.,Dj\r\\j^\jo\,\. 
#171). 




C203 


Reder et al. Physician Survey of Attitudes About Controlled-Release Oxycodone (OXYCR). AMERICAN PAIN 
SOCIETY, 14 tfi Annual Scientific Meeting; 1995 Nov 9-12; A 144( Abstract #95878). 




C204 


Reder et al. Steady-state bioavailability of controlled-re lease oxycodone in normal subjects. Clin Ther. 1996 Jan- 
Feb;18(l):95-105. 




C205 


Renzi et al. Quantitative GLC determination of oxycodone in human plasma. J Pharm Sci. 1979 Jan;68(l):43-5. 


- 


C206 


Riegelman et al. The application of statistical moment theory to the evaluation of in vivo dissolution time and 
absorption time. J Pharmacokinet Biopharm. 1980 Oct;8(5):509-34. 




C207 


Ripamonti. Traitement de la douleur et soins palliatifs pour les malades atteints de cancer avance. Doul. et Analg. 
1990;3:75-81 (in French, w/ English abstract). 




C208 


Rischitelli et al. Safety and efficacy of controlled-release oxycodone: a systematic literature review. Pharmacotherapy. 
2002 Jul;22(7):898-904. 




C209 


Robinson et al. Theoretical approach to sustained-release multiple-dose therapy: noncumulative attainment of desired 
blood level. J Pharm Sci. 1970 Dec;59(12):179o-o00. 




C210 


Robinson et al. Theoretical formulation of sustained-release dosage forms. J Pharm Sci. 1966 Nov;55(l 1): 1254-63. 




C211 


Rodda. Sustained release preparations: estimation of plasma concentration in the one compartment open model when 
release is both immediate and zero order. Arch Int rnarmacodyn lner. 1971 Dec;iy4(2):29l)-o. 




C212 


Rogers. The underutilization of oxycodone. J Pain Symptom Manage. 1991 Oct;6(7):452. 




C213 


Roy et al. Solubility and related physicochemical properties of narcotic analgesics. Pharm Res. 1988 Sep;5(9):580-6. 




C214 


Salzman et al. Can a controlled-release oral dose form of oxycodone be used as readily as an immediate-release form 
for the purpose of titrating to stable pain control? J Pain Symptom Manage. 1999 Oct;18(4):271-9. 




C215 


Savarese et al. Controlled-Release Oral Morphine Sulfate (MS Contin®), A Twelve Hour Analgesic Confirmed by 
Rescue Factor Design. 6 Proceedings of ASCO. 1987; Abstract #1038. 




C216 


Savarese et al. Steady-state pharmacokinetics of controlled release oral morphine sulphate in healthy subjects. Clin 
Pharmacokinet. 1986 Nov-Dec;l 1(6):505-10. 




C217 


Sawe et al. Morphine kinetics in cancer patients. Clin Pharmacol Ther. 1981 Nov;30(5):629-35. 




C218 


ocnaerer et ai. jvieit granulation in a LaDoratory scaie nign snear mixer. L/rug ueveiopmeni ana muusmai r^narinacy. 
1990; 16(8): 1249-77. 




C219 


Schneider. The pharmacology of oxycodone and morphine. A thesis submitted for the degree of Doctor of Philosophy. 
The University of Queensland. 1989. 




C220 


September 24, 2002 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended- Release Tablets, 10 
and 20 mg, from Impax Laboratories, Inc. to Purdue Pharma L.P. and The Purdue Frederick Company. 




C221 


September 4, 2002 Resubmission of August 19, 2002 Paragraph IV Notice letter regarding Oxycodone Hydrochloride 
Extended-Release Tablets, 40 mg, from Impax Laboratories, Inc. to Purdue Pharma L.P. and The Purdue Frederick 
Company 




C222 


September 8, 2000 Paragraph IV Notice letter regarding Oxycodone Hydrochloride Extended-Release Tablets, 40 mg, 
irom cnQO r naimaceuucais, inc. 10 ±iuro-\_-eiuQue ine ruruue .r nam id company, ruruue rndinid L^.tr ., oieinoerg 
& Raskin, Davidson & Davidson, The Purdue Frederick Company and The P.F. Laboratories, Inc. 




C223 


oiiDcr ei ai. unuzing pnai 1 1 lacoKineuc principles in ine ueaign 01 tunuoiicu or susiaineu rcicd.sc lurniuidiions. 
Pharmcodynamics Dept., Med. Res. Div. Am. Cyanamid Co.; 1-33. 




C224 


oiowey ei ai. tureci or premedication wnn conuoiieo-reiedse ordi morpnine on posio perdu ve pdin. /\ comparison wiin 
intramuscular morphine. Anaesthesia. 1985 May;40(5):438-40. 




C225 


Stambaugh et al. Double-blind, randomized comparison of the analgesic and pharmacokinetic profiles of controlled- 
and immediate-release oral oxycodone in cancer pain patients. J Clin Pharmacol. 2001 May;41(5):500-6. 




C226 


Steinbach el al. Evaluation of Pharmaceutical Availability from the Calculation of Drug Levels and Release Profiles. 
International J Pharm. 1980;4:327-335. 




C227 


Stelmach et al. Release of a drug from a dosage form. J Pharm Sci. 1965 Oct;54( 10): 1453-8. 



NYJD: 1563354.1 



sheet 13 of 13 of List of References 
of Application No. 10/809,766 





C228 


Sun et al. A method of determining the in vivo drug release rate constant of sustained-release preparation. Drug 
Metabolism And Disposition. 1995;23 (4):449-454. 




C229 


QnncVttno f*t q 1 AtiqI rr£»c i r> T*ff^r»tc r\€ C^ra 1 OvvMriHnn^ anH PnHpinp in thf 1 Trpntmpnt Pfltif»ntc \x/i f h PncfY^nPTUti Vf* 
DUI1M1111C CI al. /AJldlgCML UllCCLo Ul Wldl WAyCUUAJllC dllU v^UUCUIC 111 U1C 1 1 CO. LI 1 Id It KJl JTallClllO WIU1 i UoUJUvlaLl VC, 

Postfracture, or Somatic Pain. 8 ADVANCES PAIN RESEARCH THERAPY, Foley, K.M. and Inturrisi, C.E. eds., 

ixdvcii ncso, new i vji iv, i7ou,^z,j"^jj. 




C230 


Sunshine et al. Analgesic Efficacy of Control led-Release Oxycodone vs. Immediate-Release Oxycodone , Alone and 

in fnmhinatinn with Arpta m i nrtnh^n in Pncfnnfrativf* Pain* A Prpliminarv fstnHv ProH1f*m« nf Dniff Df*npnHPTlPP 

111 V^UlllUllldllUll Willi /Av-CLcllIllllwLFllCll 111 I UalUUCI all VC ralll. -fx i 1 Clll 1 llllu.1 y OLULljr. f IVJUlClllS Ul L/l Ug JL/tJJtllVivi l\^t/, 

1992: Proceeding of the 54th Annual Scientific Meeting, U.S. Department of Health and Human Services. 1992;329. 




C231 


Sunshine et al. Analgesic Efficacy of Control led-Release Oxycodone in Postoperative Pain. J. Clin Pharm. 
i QQA'^n^vsQS.^rn 

i770,jo^ / j.jyj-Kjxjj. 




C232 


Sunshine et al. Analgesic oral efficacy of tramadol hydrochloride in postoperative pain. Clin Pharmacol Ther. 1992 
Jun;740-746. 




C233 


ounsmne et ai. \— onuoueQ-iveiease uxycouone vs. iniiTieQiaie iveiease wxycuuune ^\.ionc djiu in v^uiiiDiiiduuii wiui 
Acetaminophen in the Treatment of Postoperative Pain. 1 1 th Annual Scientific Meeting, American Pain Society. 1992 
Oct. 22; Abstract #92466. 




C234 


Sunshine et al. Onset And Duration Of Analgesia For Controlled Release Vs. Immediate Release Oxycodone Alone 
And In Combination With Acetaminophen In Postoperative Pain. Clin Pharm & Ther. 1995;57 (2): 137( Abstract #PI- 
7). 




C235 


Sustained Release Medications, Noyes Data Corp., 1980; 3,4,10-15,96-99,335-337. 




C236 


Teva s Answer and Counterclaims in Civil Action No. 01 CV 8507 (SHS). 




C237 


Teva's Answer and Counterclaims in Civil Action No. 03 CV 23 12 (SHS). 




C238 


Teva's Answer in Civil Action No. 01 CV 1 121 2 (SHS). 




C239 


The Merck Index, 1 l tn ed., Budavari, S. ed., at pages 384-385, 500, 762, 988, and 1 100 (1989). 


D 


C240 


Thirlwell et al. Pharmacokinetics and clinical efficacy of oral morphine solution and controlled-release morphine 
taoiets in cancer patients, cancer, lvov Jun i,oj^i i ouppij.zz/D-oj. 




C241 


Thomas. Endone. Australia Prescription Products Guide. 1989; l(A-H): 646. 




C242 


Thomas. Endone. Australia Prescription Products Guide. 1990;1(A-H):676. 




C243 


Thomsen et al. Prolonged Release Matrix Pellets Prepared by Melt Pelletization, Part IV: Drug Particles Size, and 
rjmaer v_,omposiuon. r naimaceuucai lecnnoiogy nuropa. 177^ mi, i^-zh-. 




C244 


Thomsen et al. Prolonged Release Matrix Pellets Prepared by Melt Pelletization I. Process Variables. Drug Dev and 

TnH Pharm 1 QQ^ • 1 GY 1 1 ftA7 J17 

ino rnann. 177j,iv( i ij > ).iod/-o/. 




C245 


Thomsen et al. Utilizing melt pelletization technique for the preparation of prolonged release products. Pelletization 

/ ,-y-i nturi o 1 £»1 a \~\r\mte*r\ Y\\i accicfcinf nrnf T arc Tmtl Thnmcpn npnartmpnt r\f PVi»rm5if"f»iit'ir*c Pnvjil T^anich Srhnnl nf 
^Illdlcndl ClduUrdlcvl uy dSMSldill pi 171. l^itlb JUU1 lllUlllotll, LJCyal UllClll «J1 r lieu iiiaCCULiej>, ivuj'ai ivaiiiaii otiiuui \ji 

Pharmacy for the DIE course "Pelletization Technologh," November 1992, 106 pages plus 3 appendices. 




C246 


urqunan. r^enon nance recjuircmenii it>r coniroiieu-reiedsc uusdgc ionns. i nci dpcuiic aim piiaiuid.Luiugicai 
perspectives. Controlled-Release Pharmaceuticals. 1981; 1-48. 




C247 


X/olln^at" at ol Olioi*m'>r>r\l/inat'i/^c V\ i/^rj \/ r» 1 1 aKi 1 i t\r r\£ tt\ty\ t~\T~r\\~\ r\r\£» fr\ 1 1 inn intravPTifMic onn refill Q/in*linictT*ill"ion tc\ 

v aimer ei ai. x nairnacoKinciics dim DiodvdiidDiiiiy 01 iiyLuoiiiorpiiuiic luiiowiiig iiiiidvciiuiid dim uidi duiiniiiMidiitjii iu 
human subjects. J Clin Pharmacol. 1981 Apr;2 1(4): 152-6. 




C248 


Wagner. BIOPHARMACEUTICS, Ch. 2 1 : Quantitative Correlations of in Vivo Data with in Vitro Rate of Dissolution 
Data, 1 st ed., Drug Intelligence Publications, Illinois. 1971; 140-7. 




C249 


Wagner. Biopharmaceutics: 23: Rate of Dissolution In Vitro and In Vivo: Part VIII. Examples of Quantitative 
Correlations of in Vivo with in Vitro Data.. Drug Intelligence And Clin Pharm. 1970;4:232-9. 




C250 


Walsh et al. Disposition of Oral Morphine in Advanced Cancer. 6 Proceedings of ASCO. 1 987 ;270( Abstract #1063). 




C251 


Welling et al. SUSTAINED AND CONTROLLED RELEASE DRUG DELIVERY SYSTEMS, Ch, 9: Multiple 
Dosing of Sustained Release Systems, J.R. Robinson, ed., Marcel Dekker, Inc., New York. 1978; 631-716. 




C252 


Welling. PHARMACEUTICAL BIOEQUIVALENCE - Ch. 8 - In Vitro Methods to Determine Bioavailability: In 
Vitro-In Vivo Correlations, Marcel Dekker, Inc., New York. 1991;223-32. 




C253 


Wiegand et al. Kinetics of plasma drug levels after sustained release dosage. Biochem Pharmacol. 1960 Jul;3:256-63. 




C254 


Wilcnn p>t al R ATP rHNTPHT TM riR T Tn TT-TP1? A P V (~*h A* Tmnlifatinnc nf Tovirnlnov Prp«rnrt T P anH Mimmn 

W.S. eds., Churchill Livingstone, Edinburgh. 1985;30-37. 




C255 


Wotherspoon et al. Analgesic efficacy of controlled-release dihydrocodeine. A comparison of 60, 90 and 120 mg 
tablets in cold-induced pain. Anaesthesia. 1991 Nov;46(l l):915-7. 




C256 


Yokokawa et al. Relationship between plasma concentration of morphine and analgesic effectiveness. Postgrad Med J. 
1991;67Suppl2:S50-4. 


EXAMINER 


DATE CONSIDERED 


♦EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw Line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 



NYJD: 1563354.1 



